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1 . Consideration of draft claim amendments 

2. Discussion of 35 U.S.C § 112 written description rejection 

(i) Legal framework 

• Case law and Board of Appeals precedent is well documented and 

unambiguous -all that is required for an adequate written description of an 
antibody is the disclosure of a fully characterized antigen, in this case, 



(111) Structure of LTA from gram positive bacteria 

■ LTA is a fully characterized antigen, of uniform structure on diverse Gram 
positive organisms and has been synthetically synthesized both in the form 
of LTA and in the form of polyglycerol phosphate. 



LTA. 



(ii) Prevention of staphylococcal infections 



• Passive immunization of the claimed composition of monoclonal 
antibodies prior to staphylococcal infection in humans and in animal 
models is disease prevention as shown by an increase in neonatal survival 
and prevention of bacteremia. 
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(iv) Genus of antigenic determinants/immuaoepitopes 

• The claimed invention is not a vaccine in which an epitope from a protein 
antigen is used to induce active immunity, but rather a composition of 
monoclonal antibodies specifically reactive with LTA. Because LTA is a 
linear polymer composed of repeating units of poly-glycerol phosphate, it 
represents a small number of well defined epitopes. 

3. Discussion of 35 U.S.C. § 1 12 enablement rejection 

(i) Nature of the invention 

• The claimed invention is directed to monoclonal antibodies of IgG isotype 
specifically reactive with poly-glycerol phosphate of LTA 

(ii) Breadth of the claims 

• The claims are composition claims which recite an amount of anti-LTA 
monoclonal antibodies effective to prevent infection in neonates by 
binding and enhancing opsonization of multiple Grarcrpositive organisms 
including £ epidermidis and S, aureus, The level of skill in the art of 
monoclonal antibodies is high. 

(iii) Guidance in the specification 

• The techniques for making antibodies are routine in the art, and require no 
undue experimentation. The specification provides ample guidance for 
producing the presently claimed antibodies and has working examples 
demonstrating protection against staphylococcal infection by increasing 
survival of neonatal animals. 

(iv) State of the art 

• The use of antibodies as a prophylactic agent to prevent or reduce the 
effects of an infection is well established in the art. Indeed, antibody 
compositions have been successfully used to treat or prevent infection in 
humans by a wide variety of pathogenic agents including viruses, bacteria, 
and toxins. 
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